
              

  

  

  

  

   

Lundbeck Inc. 
Four Parkway North		
Deerfield, IL 60015 
USA 

Tel 847-282-1000 
Fax 847-282-1001 
www.lundbeckinc.com 

Dear Healthcare Professional: 

Based on our conversation with you on (insert date), you indicated that you wish to continue treating 
patient, (insert name) with SABRIL after their completed Evaluation Phase of SABRIL therapy. We are 
writing to inform you that since we have not received a Treatment Maintenance Form for your patient, 
(insert name) which is mandatory for continued treatment with SABRIL, your next prescription must be 
written to taper (insert name) off of SABRIL, as no additional refills will be provided following completion of 
the taper. 

This letter serves to remind you of the potential issues surrounding the abrupt withdrawal of SABRIL and 
provides the medication tapering recommendations from the Withdrawal of SABRIL Therapy Section of the 
approved labeling. 

 SABRIL should not be discontinued abruptly and suddenly. 

 As with all antiepileptic drugs, SABRIL should be withdrawn gradually to minimize increased seizure 
frequency. 

An example of a tapering schedule employed in controlled clinical studies in adults with complex partial 
seizures is as follows: Vigabatrin was tapered by decreasing the daily dose 1 g/day on a weekly basis until 
discontinued. For example, if a patient was taking 3 g/day, the taper schedule was: 

 Week 1: 2 g/day = two tablets twice per day = 28 tablets total 

 Week 2: 1 g/day = one tablet twice per day = 14 tablets total 

 Week 3: Sabril completely discontinued 

This example tapering schedule would require a total of 42 tablets of SABRIL. 

An example of a tapering schedule employed in a controlled clinical study in patients with infantile spasms 
is as follows: Vigabatrin was tapered by decreasing the daily dose at a rate of 25-50 mg/kg every 3-4 days. 
For example if a patient was taking 150 mg/kg/day (75 mg/kg BID), the taper schedule was: 

 Days 1-3: 100 mg/kg/day (50 mg/kg BID) 

 Days 4-6: 50 mg/kg/day (25 mg/kg BID) 

 Days 7-10: 25 mg/kg/day (12.5 mg/kg BID) 

 Day 11: Vigabatrin completely discontinued. 

Read the full Prescribing Information in the approved labeling for additional details. 

Please call the SHARE call center at 1-888-45-SHARE with any questions, concerns, or updates 
regarding this patient. 

Other medical inquiries should be directed to the Lundbeck Medical Information Department at 
1-866-402-8520. Adverse drug events or product complaints should be directed to the Lundbeck Patient 
Safety Department at 1-800-455-1141. 

Sincerely, 

Lundbeck Inc. 

06 July 2009 
REG_00069109 v.2.0 REG_00069210 v.3.0 

http:www.lundbeckinc.com


              

   

Lundbeck Inc. 
Four Parkway North 
Deerfield, IL 60015 

Tel 847-282-1000
Fax 847-282-1001 
www.lundbeckinc.com

USA 

Dear Healthcare Professional: 

We are writing to inform you that we have not received documentation that your patient, (insert name), has 
obtained vision monitoring that is required in order to continue receiving SABRIL (vigabatrin). According to 
the Risk Management and Evaluation Strategy (REMS) program requirements, this patient will need to be 
tapered off of SABRIL. 

Unless verification of vision monitoring is received via the Ophthalmology Assessment Form, your next 
prescription must be written to taper (insert name) off of SABRIL, as no additional refills will be provided 
following completion of the taper. 

This letter serves to remind you of the potential issues surrounding the abrupt withdrawal of SABRIL and 
provides the medication tapering recommendations from the Withdrawal of Sabril Therapy Section of the 
approved labeling. 

 SABRIL should not be discontinued abruptly and suddenly. 
 As with all antiepileptic drugs, SABRIL should be withdrawn gradually to minimize
	

increased seizure frequency.
	

An example of a tapering schedule employed in controlled clinical studies in adults with complex partial 
seizures is as follows: Vigabatrin was tapered by decreasing the daily dose 1 g/day on a weekly basis until 
discontinued. For example, if a patient was taking 3 g/day, the taper schedule was: 

 Week 1: 2 g/day = two tablets twice per day = 28 tablets total 
 Week 2: 1 g/day = one tablet twice per day = 14 tablets total 
 Week 3: Sabril completely discontinued 

This example tapering schedule would require a total of 42 tablets of SABRIL. 

An example of a tapering schedule employed in a controlled clinical study in patients with infantile spasms 
is as follows: Vigabatrin was tapered by decreasing the daily dose at a rate of 25-50 mg/kg every 3-4 days. 
For example if a patient was taking 150 mg/kg/day (75 mg/kg BID), the taper schedule was: 

 Days 1-3: 100 mg/kg/day (50 mg/kg BID) 

 Days 4-6: 50 mg/kg/day (25 mg/kg BID) 

 Days 7-10: 25 mg/kg/day (12.5 mg/kg BID) 

 Day 11: Vigabatrin completely discontinued 

Read the full Prescribing Information in the approved labeling for additional details. 

Please provide SHARE Call Center with your patient’s Ophthalmology Assessment Form as soon 
as possible. The Ophthalmology Assessment form is available through S.H.A.R.E program at
www.lundbeckshare.com or the S.H.A.R.E Central Call Center. Please call the S.H.A.R.E call 
center at 1-888-45-SHARE with any questions, concerns, or updates regarding this patient. 

Other medical inquiries should be directed to the Lundbeck Medical Information Department at 
1-866-402-8520. Adverse drug events or product complaints should be directed to the Lundbeck
Patient Safety Department at 1-800-455-1141. 

Sincerely, 

Lundbeck Inc. 

April 7,2009
REG_00069105 v.2.0 REG_00069210 v.3.0 
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